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Atorvastatin 20 mg tablet

o Atorvastatin 20 mg tablet

2. puuaulvhly
2.1 5Uuuy Hundiaedouiidu (film coated tablet) dw¥usudsznu
2.2 @udsznau UsENoumIafIen atorvastatin calcium ﬁauy)aﬁu atorvastatin 20mg
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2.3 NMYULUTTY vssyhuunanadin Jastunrudy
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- vumwuzussynethwloefinassylosmiedomanisd dulsenounay
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3. AmududRniyeia

Namim’;ﬁmiwﬁ@mmwLﬂuiﬂmu finished product specification way drug substance
specification #eldanvzilousodinaunnenIsuNITeMITUAZET NTENTIAETSISET
3.1 Finished product specification

U8 Test items Specification

1 Identification Complied with finished product specification
2 Assay 95.0 - 105.0% of the labeled amount of

atorvastatin

3 Uniformity of dosage units* | Complied with finished product specification
4 Dissolution* Complied with finished product specification
5 Related substances Complied with finished product specification
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3.2 Drug substance specification :
Atorvastatin calcium USP37

v

U Test items Specification
1 Identification Meet the requirement
2 |Assay 98.0 — 102.0% of atorvastatin calcium (on the
| anhydrous and solvent free basis)
3 iPro;oyLene glycol (If label as a 54 -73%
propylene glycol solvate) |
| R 1
4 fHeavy metals Not more than 20 ppm
\
| _
! 5 | Organic impurities
| (den Procedure 1 #38 Procedure 2
YuAUIBAIATIZALAY polymorph
SIONANR))
Procedure 1
- Atorvastatin related compound A | Not more than 0.3%
(Desfluoro impurity)
- Atorvastatin related compound B |Not more than 0.3%
! (35S, 5R isomer)
- Atorvastatin related compound C |Not more than 0.3%
(Difluoro impurity)
1 - Atorvastatin related compound D |Not more than 0.2%
(Epoxide impurity)
- Any other individual impurity Not more than 0.1%
- Total Impurities Not more than 1.0%
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U Test items Specification

Procedure 2

- Atorvastatin diamino Not more than 0.15%
- Atorvastatin related compound A | Not more than 0.3%

(Desfluoro impurity) i

- Atorvastatin related compound B | Not more than 0.3%

(3S, 5R isomer)

Atorvastatin related compound C |Not more than 0.3%

(Difluoro impurity) if present

- Atorvastatin 3-deoxyhept-2- Not more than 0.10%

‘ enoic acid
! - Atorvastatin related compound H |Not more than 0.15%
(Lactone impurity)

- Atorvastatin epoxy Not more than 0.15%
. tetrahydrofuran analog
- Atorvastatin ethyl ester Not more than 0.15%

- Atorvastatin related compound D | Not more than 0.15%

(Epoxide impurity)
- Atorvastatin related compound | Not more than 0.15%

(Acetonide impurity)

i - Any other individual impurity 'Not more than 0.10%
\ - Total Impurities ‘Not more than 1.0%
i 6 Enantiomeric purity Not more than 0.3% of atorvastatin related

compound E (35S, 55 enantiomer)
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U Test items Specification

7 Water (Jufiu crystallinity 095781

| o

a0y |
- Trihydrate form 2.5 - 5.5%
- Amorphous form or Not more than 6.0%

semicrystalline form

- Propylene glycol solvate Not more than 1.0%
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@mmmaqmﬁmﬁm%mmﬁﬁumLﬁﬂu (finished product specification) uazani1wun
AAMYDIINQAY (drug substance specification) nsdiflegsewinenstdeuuag
uAlufiuAuagdeauienatsmsvaudly (8.5) indeu finished product
specification Wag/138 drug substance specification laguauAlunauiuysznie
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4.2 LNaNTTUTAINTIIUNTNENE

4.2.1 nsslewdsludsvinalng JudndedionanssuseanasgIunsHanga v ninasuay
F8rnsinluniswdnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ot
V89U PIC/S participating authorities VﬁaﬁLaﬂmi%JU'ia\‘]ﬁ,J”lmimmiwamEi“smz\l
VLN ATILEE TN STRUNINANE 109 TNILAMENTINNITE N SUAZET 13971929
a15130ugy Tetmuatulaefenusensdowuasinfonfundninaduas3En1siinluns
wEneT PIC/S Tumsnaeflaueus aduaamuseunisnsiaaeulnsduanissusesd
Fulsgmeszninsimdidnnsednd
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4.3 1NAIAAANUBITLAUDTIAN
4.3.1 xanseITIATERnuNNEaSasiedSgUvendn (certificate of analysis of
finished product) Tugnjuitdadudetig
4.3.2 HANINTIVIATIRAUNIWINGAUTBIFIENEAYY (certificate of analysis of drug
substance) wiiﬂummammiuwmLﬂumamqmmaqmmammua LEHARIngAY
(*** 8L ﬂsmL‘Uumﬂam biological products fi84n15 COA of drug substance
mﬂmammmmu / ﬂimmuumu Sterile water for injection a9l COA of drug
substance***)
433 Laﬂawﬁw%wé’ﬂﬁwu?mé”ummé’mﬁ’uﬁ‘ﬁ”mwéummﬁmaﬁm@%waﬁmﬁﬁm (drug
ubstance) U8 4.3.2 ﬂmumima wawammwmam%ﬂ (finished product) 98 4.3.1

4.3.4 Nan15ANY Long term stabiliry ﬂaammqmwawmmumumE’mm‘ MR
A33UNITDIUWILAT YN NITNTIEATTIIUEFU

4.3.5 n3ehifuengu biological products M vaccines , blood products Fosfiionans
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4.4 fogeen
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455 nsdhduendifeufuinuiigungll 2 - 8 ssmwaidea fesdienasuaniuagiusesind
szuunsifiuiazdndeeniu cold chain system ﬁiﬁmmgmmwﬁﬂmm% Good
Storage Practice (GSP) way Good Distribution Pratice (GDP)
4.6 lona3au
4.6.1 nsdlenflauelaldenduuuy (original drugs) fesfliienansnansfinen bioequivalence
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n. gfise yaglungy Biopharmaceutics Classification System (BCS) Class 3 w3a 4

. gifldwiln1ssheau (narrow therapeutic index drugs)
A, I 1ININUAENIIUNITOINISIAL ﬁﬁﬂi“’ﬂﬁﬂiﬁﬂaﬂﬂﬂﬂ’ﬁﬂﬂ‘w’] bioequivalence

W eauiilagnidu zidovudine (azidothymidine ,AZT) gluguuuueni LOTRIER
nsdanlasadiendrfny (modified release dosage forms) Wusu
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